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The Abstract of the Disclosure is objected to because is does not meet the requirement of 
the MPEP for US application. Correction is required. See MPEP §608. 01(b). 

Applicant is reminded of the proper content of an Abstract of the Disclosure. 

In chemical patent abstracts, compounds or compositions, the general nature of the 
compound or composition should be given as well as its use, e.g., "The compounds are of the 
class of alkyl benzene sulfonyl ureas, useful as oral anti-diabetics." Exemplification of a 
species could be illustrative of members of the class. For processes, the type reaction, reagents 
and process conditions should be stated, generally illustrated by a single example unless 
variations are necessary. Complete revision of the content of the abstract is required on a 
separate sheet. 

Applicant is respectfully requested to amend the abstract because while the Abstract is in 
US format, it is not a complete sentence, it is too brief, and it lacks terminal punctuation. 

No claims have been cancelled, no claims have been amended, the disclosure has been 
amended at page 1 , and no new claims have been added as per the preliminary amendments 
filed April 11, 2005. One Information Disclosure Statement (1 IDS) filed April 11, 2005 has 
been received with all cited references and made of record. 

Examiner's review of the claims revealed two claims numbered "35." Under the 
authority of 37 C.F.R. § 1 . 126, examiner has renumbered the claims beginning with the second 
claim 35 for a new total of 39 claims. Applicant is respectfully requested to amend the case 
records accordingly. 

Claims 1-39 remain in the case. 

Note to applicant: when a rejection refers to a claim X at line y, the line number "y" is 
determined from the claim as previously submitted by applicant in the most recent response 
including lines deleted by line through . 

Claims 1-39 are rejected under 35 U.S.C. §1 12, first paragraph, because the specification, 
while being enabled for the substantial number of compounds synthesized and tested and the 
pharmaceutical compositions thereof, does not reasonably provide enablement for the generic 
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assertion that the much larger generic class of compounds, method of medicinal treatment 
wherein same are administered, or the pharmaceutical compositions thereof. In addition, 
examiner notes that the claim 1 is directed to a generic class of pharmaceutical activities 
("inhibiting or effecting the activity of a [G-protein coupled receptor] (GPCR)" with some 
specific receptors being included as therapeutic targets in dependent claims, but that no 
specific disease conditions are listed in the claims as being effectively treated by administration 
of any single compound, or "combination" of compounds, disclosed herein. The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make or use the invention commensurate in scope with these claims. 

The fundamental issue here is whether practicing the full scope of the instant invention is 
possible without undue experimentation. As provided for in In re Wands (858 F.2d 731, 737; 8 
USPQ 2d 1400, 1404 (Fed Cir. 1988) the minimum factors to be considered in determination 
of whether a conclusion of "undue experimentation" is appropriate are as follows: 

A. The breadth of the claims is found to be excessive because of reliance on numerous 
variables to be applied to the generic structure to generate a vast array of species, the vast 
majority of which are not synthesized herein or tested for any disease-specific medicinal 
activity herein. 

B. The nature of the invention: The invention is apparently directed to the treatment of 
diseases associated with the "GPCR" receptor set (scope undefined) by the administration of 
compounds as defined by "General Formula I" and to pharmaceutical compositions wherein 
the active ingredient is also defined by the same General Formula. 

C. The state of the prior art: Prior art references presently of record are cited below as 
anticipating the instant claimed subject matter (pharmaceutical compositions and generic 
GPCR binding activity). 

D. The level of one of ordinary skill: One of ordinary skill would be expected to be 
familiar with the synthesis of the carbohydrate derivatives claimed as active ingredients herein, 
and also familiar with the test protocols applied to establish GPCR binding affinity. Examiner 
assumes that the terms GPCR found herein and "G-protein linked receptors" or "GPLR" found 
in the prior art patents cited below refer to essentially the same subject matter. 
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E. The level of predictability in the art: This instant art area is presumed to be 
unpredictable because of the absence of anyu clear showings that compounds disclosed herein 
or compounds disclosed in the prior art are effective in the treatment of any diseases. 

F. The amount of direction provided by the inventor: The instant disclosure provides 
directions concerning synthesis of the compounds listed in the claims, and provides some 
indication that GPCR binding occurs, but does not provide any connection between the latter 
data and the effective treatment of any disease condition. 

G. The existence of working examples: This subject is dealt with in the previous 
paragraph. 

H. The quantity of experimentation needed to make or use the invention based on the 
content of the disclosure is found to be excessive because the instant disclosure, while 
providing a lengthy list of compounds and some receptor binding data, does not provide any 
showing that clearly establishes that the instant claimed method is effective in the treatment of 
any disease condition, or that the excessive breadth of the compounds asserted to have the 
claimed activity has been adequately enabled by the instant disclosure. 

Claims 1 and 3-13 are objected to because of the following informalities: 

In claim 1 at line 6 and claim 4 at line 4, the term "Wherein" is improperly capitalized. 

Claims 3 and 5-13 are lacking in terminal punctuation. 

Appropriate correction is required. 

Claims 1, 2 and 16-38 are rejected under 35 U.S.C. §1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claim 1 at line 1, the term "GPCR" is incomplete because the acronym has not been 
defined. 

In claim 1 at lines 7, 10, 11 and 15, the term "NR A " includes a valence error (an amino 
nitrogen is trivalent, not divalent). Did applicant intend the term to read — -NHR A — ? 
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In claim 1 at lines 7-9, 10-11 and 12- 14, applicant has provided Markush preambles, but 
has failed to provide the term - and - between the last two group members. Markush groups 
are properly formulated with the term — selected from the group consisting of [A], [B], ... and 
[R] -. The same problem reoccurs in claim 2. 

In claim 2 the Markush group beginning at line 2 is populated with substituent groups 
and also with terms that refer to generic classes of compounds; e.g. "amidine," "imine," 
"carboxylic acid," "phosphate," "hydroxamic acid," etc., etc. Applicant is respectfully 
requested to rename all compound names as substituent names or delete as appropriate. 

In claims 16-38 each claim makes reference to a "Substituent per Example Library 1-14" 
in the disclosure. Therefore, each of the noted claims is incompletely defined. Applicant is 
respectfully requested to define each chemical species claimed herein with variables that are 
defined within the claim. 

Claim 39 is improperly dependent for lack of proper antecedent basis because the claim 
from which it depends is a "method" claim, not a "composition" claim. Examiner respectfully 
suggests that deletion of claim dependence and the incorporation of the compound definitions 
and limitations of claim 1 into claim 39 would be one way to make claim 39 a complete 
independent claim. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. §102 that form 
the basis for the rejections under this section made in this Office action: 

"A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication 
in this or a foreign country, before the invention thereof by the applicant for a patent." 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use 
or on sale in this country, more than one year prior to the date of application for patent in the United States." 

(e) the invention was described in 

(1) an application for patent described under section 122(b), by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the treaty defined in 
section 351(a) shall have the effect under this subsection of a national application filed under this subsection of 
a national application published under section 122(b) only if the international application designating the United 
States was published under Article 21(2)(a) of such treaty in the English language; or 
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(2) a patent granted on an application by another filed in the United States before the invention by the applicant 
for patent, except that a patent shall not be deemed filed in the United States for the purposes of this subsection 
based on the filing of an international application filed under the treaty defined in section 351 (a)." 

(f) he did not himself invent the subject matter sought to be patented." 

Claims 1-39 are rejected under 35 U.S.C. § 102(b) as being anticipated by Hirschmann 
et al. '534 (PTO-892 ref. A). 

Applicant is referred to the teachings of G-protein coupled receptor binding with 
pharmaceutical compositions at columns 90-92 that read on claims 1-38, and the claims at 
column 92 wherein compounds that read on the pharmaceutical compositions of claim 39 are 
provided. 

Claims 1-39 are rejected under 35 U.S.C. § 102(b) as being anticipated by Hirschmann 
et al. '512 (PTO-892 ref B). 

Applicant is referred to the teachings of G-protein coupled receptor binding with 
pharmaceutical compositions at columns 99-101 that read on claims 1-38, and the claims at 
column 102 wherein compounds that read on the pharmaceutical compositions of claim 39 are 
provided. 

Claim 39 is rejected under 35 U.S.C. § 102(b) as being anticipated by Budavari et al. 
(PTO-1449 ref. AR). 

The compounds listed in the supplied pages from this reference anticipate the instant 
claimed pharmaceutical composition because both the active ingredients (carbohydrates) 
reading of the definition of claim 1 and the optional presence of a carrier are disclosed. 

The following is a quotation of 35 U.S.C. § 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

"A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made." 

Claim 39 is rejected under 35 U.S.C. § 103(a) as being unpatentable over Hirschmann et 
al. '534 (PTO-892 ref. A) in view of Hirschmann et al. '512 (PTO-892 ref. B). 
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The instant claims are directed to the pharmaceutical compositions of the compounds 
defined in claim 1. 

Hirschmann et al. '534 (PTO-892 ref. A) and Hirschmann et al. '512 (PTO-892 ref. B) 
disclose compounds that are capable of binding to a G-protein coupled (or linked) receptor 
when administered thereto as a pharmaceutical composition. 

Applicant is requested to note that claiming an unpatentable compound in combination 
with a carrier does not render the combination patentable if it would be obvious in the prior art 
to utilize a carrier with the compound: see Ex parte Billman., (POBA 1946), 71 USPQ 253; In 
re Lerner , (CCPA 1971) 438 F2d 1008; 169 USPQ 51; and In re Rosicky , (CCPA 1960) 276 
F 2d 656, 125 USPQ 341. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to make the pharmaceutical compositions of the compounds claimed in 
either the '534 or '512 patents. . 

One having ordinary skill in the art would have been motivated to combine these 
references because both references disclose clearly overlapping subject matter. 

Therefore, the instant claimed methods and the pharmaceutical compositions would have 
been obvious to one of ordinary skill in the art having the above cited reference before him at 
the time the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. § 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 C.F.R. § 1 .56 to point 
out the inventor and invention dates of each claim that was not commonly owned at the time a 
later invention was made in order for the examiner to consider the applicability of 35 U.S.C. 
§ 103(c) and potential 35 U.S.C. §§ 102(f) or (g) prior art under 35 U.S.C. § 103(a). 

Papers related to this application may be submitted to Group 1600 via facsimile 
transmission (FAX). The transmission of such papers must conform with the notice published 
in the Official Gazette (1096 OG 30, November 15, 1989). The telephone number to FAX 
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(unofficially) directly to Examiner's computer is 571-273-0651. The telephone number for 
sending an Official FAX to the PTO is 571-273-8300. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Examiner L. E. Crane whose telephone number is 571-272- 
0651. The examiner can normally be reached between 9:30 AM and 5:00 PM, Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ms. S. Anna Jiang, can be reached at 571-272-0627. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group 1600 receptionist whose telephone number is 571-272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status Information for 
unpublished applications is available through Private PAIR only. For more information about 
the PAIR system, see < http://pair-direct.uspto.gov >. Should you have questions on access to 
the Private PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 

LECrane:lec 
03/30/2009 

/Lawrence E. Crane/ 

Primary Examiner, Art Unit 1623 



L. E. Crane 

Primary Patent Examiner 
Technology Center 1600 
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